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Report Highlights:

On July 13, 2021, India notified to the World Trade Organization (WTO) its new draft Ayurveda Aahar
Regulations (2021). The timeframe to provide comments on the draft regulation runs through September 10,
2021. Ayurveda Aahar meansamfl prepared in accordance with the recipes or ingredients and/or processes a
per methods described in the authoritative books
also includes products which have other botanical ingredientscardemnce with the concept of Ayurvedic

Aahar but does not include Ayurvedic drugs or proprietary Ayurvedic medicines and medicinal products,
cosmetics, narcotic or psychotropic substances, herbs listed under Schedule E of Drug and Cosmetic Act, 19
and Ries 1945 thereunder, metals based Ayurvedic drugs or medicines, bhasma or pishti and any other
ingredients notified by the Authority (FSSAI) from time to time.

THIS REPORT CONTAINS ASSESSMENTS OF COMMODITY AND TRADE ISSUES MADE BY USL
NECESSARILY STATEMENDOERIEIAL U.S. GOVERNMENT POLICY




DISCLAIMER: The information contained in this report was retrieved from the Food Safety amdais

Aut hority of | n dtpadvos.fssaifgdy.§1Ate)U.SvEmibassy in &lew DelhiForeign

Agricultural Service (FAS) Office of Agricultural Affairs (OAA), USDA and/or the U.S. government make no
claim of accuracy or authenticityThe Government of India has not officially endorsed this redamport

approval for any product is subject to local rules and regulations as interpreted by Indian officials at the time ¢
product entry. [Note: Use Google Chrome to access the links if they do not open in Internet Explorer].

GENERAL INFORMATION

On June 302021, he Food Safety and Standards Authority of India (FSSAI) publisheddr&iwood Safety
and StandardsAfyurveda AahgrRegulations(2021). The standarctoves a new category of food products
caled PMAyurveda Aahay(see, Appendix 1). The FSSAI (Authority) draft regulatio ssection 2 (3) defines
Ayurveda Aahaas:

Ayurveda Aahar means a food prepared in accordance with the recipes or ingredients and/or
processes as per methods described in the authoritative books of Ayurveda listed under
&Gchedule A6 of these regul ati onotanicelt al so i nc
ingredients in accordance with the concept of Ayurvedic Aahar but does not include Ayurvedic

drugs or proprietary Ayurvedic medicines and medicinal products, cosmetics, narcotic or
psychotropic substances, herbs listed under Schedule E of Drugaamdetic Act, 1940 and

Rules1945 thereunder, metals based Ayurvedic drugs or medicines, bhasma or pishti and any

other ingredients notified by the Authority from time to time.

Explanatory note 1: Food is defined under Food Safety and Standards Acgrad@€gulations
made thereunder. Recipes and ingredients specified idbtiedule Aauthoritative books for
promoting health and including those foods specified for consumption during or post specified
diseases, disorders referred as pathyain Ayurveda

Explanatory note 2: Adoption of processes for cooking or preparation of Ayurveda Aahar
specified or described in tli8cheduleAdauthoritative books for industrial scale manufacture
and packing are permitted. Such adoptions shall be aimed to progureetla Aahar with
quality and characteristics closely similar as specified in the books mentioned@etedule
Abof these regulations.

Explanatory note 3: Any packed food item used irtdajay life for dietary purpose such as

pulses, rice, flouryegetable without addition of Ayurveda Aahar ingredient(s) shall not be

covered under these regulations. Minimally processed food items involving cleaning, dedusting,
polishing, dehus ki ng, grading shall not f al |0 umedaenr t I
the schedules to these regulations].

On July 13, 2021, India notified the draft regulation to the World Trade Organization (WTO) for coniments
(WTO Notification Number G/TBT/N/IND/20QY. The timdrame to provide comments i#rough September
10, 2021.

The draft regulations specify the definition and standards of food prepared according to authoritative books o
Ayurvedd i st ed und eadf theGeguatioesd Ut bl inchides general requirements related to
packaging and labeling; use of additives, microbiological standards; permissible levels of contaminants; logo
for Ayurveda Aahaand their schedules.
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http://www.fssai.gov.in/
https://fssai.gov.in/upload/uploadfiles/files/Draft_Notification_Ayurveda_Aahar_05_07_2021.pdf
https://fssai.gov.in/upload/uploadfiles/files/Draft_Notification_Ayurveda_Aahar_05_07_2021.pdf
http://tbtims.wto.org/en/RegularNotifications/View/173322?FromAllNotifications=True

FAS New Delhi advises a thorougkading of the draft regulation, as well as of the various Schedules listed
within it. The full text of the notification of the draftood Safety and Standardsy(rveda AahgrRegulations
(2021)i s now accessible on the FSSAI 6s website | ocat
https:/fssai.gov.in/upload/uploadfiles/files/Draft Notification Ayurveda Aahar 05 07 2021.pdf

Send Comments To:

The Chief Executive Officer

FoodSafety and Standards Authority of India

34 Floor, Food and Drug Administration Bhawan, Kotla Road
New Delhi i 110002

Email: spstbt.engpt@fssai.gov.in

Details of Draft Regulation

Publication Date on the FSSAIWebsite:July 5, 2021

Date of Implementation: To be determined

WTO Notification Number: G/TBT/N/IND/207

WTO Notification Date: July 13 2021

Final Date for Comments: September 10, 2021

Products Affected: Food products withAyurveda Aahaingredients
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APPENDIX I: FSSAI 6 S DR AFFETF ANDISTABIDARDS (AYURVEDA AAHAR)
REGULATION, 2021

h
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi. the 30th June, 2021

F.No. Stds/SP-05/A-1.Y(01).-The following draft Food Safety and Standards (Ayurveda Aahar)
Regulations, 2021, which the Food Safety and Standards Authority of India proposes to make. in exercise of
the powers conferred by clause (v) of sub-section (2) of section 92 read with sub-section (1) of section 22 of
the Food Safety and Standards Act. 2006 (34 of 2006). is hereby published for the information of all persons
likely to be affected thereby: and notice is hereby given that the said draft regulations shall be taken into
consideration after the expiry of a period of sixty days from the date on which copies of the Gazette of India
in which this notification is published are made available to the public:

Objections or suggestions. if any, may be addressed to the Chief Executive Officer, Food Safety and
Standards Authority of India, FDA Bhavan. Kotla Road. New Delhi-110002 or may be mailed at
regulation@fssai.gov.in.

Any objections or suggestions., which may be received from any person with respect to the said draft
regulations before the expiry of the period specified. shall be considered by the Food Authority.

Draft Regulations
1. These regulations may be called as the Food Safety and Standards (Ayurveda Aahar) Regulations, 2021.
2. Definitions:
(1) “Act” means the Food Safety and Standards Act, 2006 (34 of 2006):

(2) “Food Authority” means the Food Safety and Standards Authority of India (FSSAT) established under section 4
of the Act;

(3) Ayurveda Aahar means a food prepared in accordance with the recipes or ingredients and/or processes as per
methods described in the authoritative books of Ayurveda listed under ‘Schedule A” of these regulations. It also
inchides products which have other botanical ingredients in accordance with the concept of Ayurvedic Aahar but
does not include Ayurvedic drugs or proprietary Aywrvedic medicines and medicinal products. cosmetics.
narcotic or psychotropic substances, herbs listed under Schedule E of Drug and Cosmetic Act, 1940 and Rules
1945 thereunder, metals based Aywrvedic drugs or medicines, bhasma or pishti and any other ingredients
notified by the Authority from time to time.

Explanatory note 1: Food is defined under Food Safety and Standards Act. 2006 and regulations made
thereunder. Recipes and ingredients specified in the Schedule A authoritative books for promoting health and
inchiding those foods specified for consumption during or post specified diseases, disorders referred as pathya in
Ayurveda.

Explanatory note 2: Adoption of processes for cooking or preparation of Ayurveda Aahar specified or described
in the Schedule A authoritative books for industrial scale manufacture and packing are permitted. Such
adoptions shall be aimed to produce Ayurveda Aahar with quality and characteristics closely similar as specified
in the books mentioned under Schedule A of these regulations.

Explanatory note 3: Any packed food item used in day to day life for dietary purpose such as pulses. rice. flour.
vegetable without addition of Aywveda Aahar ingredient(s) shall not be covered under these regulations.
Mimmally processed food items involving cleaning. dedusting, polishing. dehusking, grading shall not fall under
these regulations.

(4) “Schedules™ mean the schedules to these regulations.
3. General requirements:

(1) No person shall manufacture or sale Ayurveda Aahar mtended for adnunistration to infants up to the age of
24 months.

(2) The mamnufacture of Ayurveda Aahar shall be established by Food Business Operators in accordance with the
Schedule 4 of Food Safety and Standards (Licensing and Registration of Food Businesses) Regulation, 2011

(3) FBOs may add or alter the recipes of Aywrveda Aahar by addition of one or more botanicals listed in ‘schedule
IV of Food Safety and Standards (Health Supplements, Nutraceuticals. Food for Special Dietary Use. Food for
Special Medical Purpose. Functional Food and Novel Food) Regulations. 2016 subject to the following:

(1) Such addition shall be based on adequate scientific rationale and as per Ayurvedic principles including for
their levels of usage.
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(ii)) Such addition shall be demonstrable for its presence in the final formulation by suitable analytical
techniques

(4) Addition of vitamins, minerals and amino acids to Aywveda Aahar shall not be permitted. However. natural
vitamins and minerals if present in the Ayurveda Aahar may be declared on the label.

(5) Food Business Operators shall formulate Aywrveda Aahar in accordance with the categories and requirements
specified in Schedule B of these regulations.

4, Additives: The products covered under these regulations shall contain only natural food additives as specified
under schedule C of these regulations.

5. Contaminants: The products covered under these regulations shall conform to the safety requirements specified in
Schedule D of these regulations. The raw materials used for manufacture of Aywrveda Aahar shall also meet the
requirements specified in Schedule D of these regulations.

6. Packaging: Ayurveda Aahar shall conform to the Food Safety and Standards (Packaging) Regulation. 2018,

7. No person shall manufacture. pack. sell. offer for sale. market or otherwise distribute or import Ayurveda Aahar
unless the product comply with the requirements laid down in these regulations.

8. The labelling. presentation and advertisement shall not claim that the Ayurveda Aahar has the property of
preventing. treating or curing a human disease or refer to such properties.

9. Food Business Operator shall make claims in accordance with the Food Safety and Standards (Advertising and
Claims) Regulation. 2018. Food Business Operators shall make claims as per description or indications specified for
the recipe or ingredient in the authoritative books listed in Schedule A. Such claim statements should be factual. not
misleading or exaggerated and be of a documented history of usage. Disease risk reduction and/or health benefits
claims shall be pre-approved by the Food Authority.

10. Aywrveda Aahar whose standards are not specified under these regulations shall be manufactured for sale.
exhibited for sale or stored for sale only after obtaining approval of such article of food from the Food Authority in
accordance with the Food Safety and Standards (Approval for Non-Specific Food and Food Ingredients) Regulation.
2017.

11. Ministry of AYUSH shall establish a Expert Committee for providing recommendation to Food Authority on
approval of claims and products as specified in sub-regulation 09 and 10 above. Such Committee shall also empower
to address concerns regarding registration/licensing/certification/laboratory accreditation/testing/quality issues related
to Ayurveda aahar.
12. The labelling of Ayurveda Aahar shall be in accordance with the Food Safety and Standards (Labelling and
Display) Regulations. 2020. and the specific labelling requirements provided in these regulations.
13. Every label of Ayurveda Aahar shall clearly specify the intended purpose. the target consumer group.
recommended duration of use and other specific labelling requirements, namely:

a. The words “AYURVEDA AAHAR” printed in the immediate proximity of the name or brand name

of the product: and the logo as specified below in the front of the pack of the label:

~ Ayurved
aahar

b.  An advisory warning ‘ONLY FOR DIETARY USE’ prominently written:

4]

A statement that the Ayurveda Aahar is not to be used as a substitute for a varied diet:

d. A warning or any other precautions to be taken while consuming. known side effects. if any.
contraindications, and published product or dimg interactions, as applicable: and

e. A statement that the product is required to be stored out of reach of children.
f. A warning that the product is for oral consumption only and not for parenteral use

14. FBOs shall inform the licensing authorities in writing. if any of their existing food products duly licensed to be
assigned as an Aywrveda Aahar and the licensing authority shall permit the same with applicable modifications
including labelling as specified m these regulations. The Food Authority may specify the validity period of such
applications.
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Schedule A
List of authoritative books for Ayurveda Aahar
SL. No. Books
L. Abhinava Chintamani
2. Arka Prakasha
3. Arogya Kalpadruma
4. Arya Bishak
5. Ashtanga Hridaya
6. Ashtanga Samgraha

1

Ayurveda Chintamam

8. Aywmrveda Kalpadruma
9 Ayurveda Prakasha

10. Ayurveda Ratnakara

11. Ayurveda Samgraha

12. Bangasena

A Ayurvedic Formulary of India (Part-1)
B. Ayurveda Sara Samgraha

C. Volumes of API

13. Bhaishajya Ratnavali

14. Bhava Prakash

15. Bhela Sambhita

16. Bhojana Kutuhalam

17. Brihat Bhaishajya Ratnakar
18. Brihat Nighantu Ratnakar

19. Chakra Datta

20. Charak Samhita

21. Dravyaguna Nighantu

22, Gada Nigraha

23. Haramekhala

24, Kaideva Nighantu

25. Kashyapa Samhita

26. Ksemakutuhalam

27. Kupi Pakva Rasayana

28. MadanpalaNighantu

29. Manasollasa / AbhilashitarahClhintamani
30. Nighantu Ratnakar

31 Paka Darpana of Nala

32. Pathya Apathya Vinishchaya
33. Raja Nighantu

34. Rasa Chandanshu

35. Rasa Pradipika

36. Rasa Raja Sundara

37 Rasa Ratna Samuchchaya
38. Rasa Tantra Sara va Siddha Prayaoga Sangraha - Part 1
39. Rasa Tarangini

40. Rasa Yoga Ratnakar

41. Rasa Yoga Sagara

42. Rasa Yoga Samgraha

43. Rasamanjiri

44. Rasamrita

45. Rasendra Sara Samgraha

46. Ruchivadhu Gala Ratnamala
47. Sahasrayoga

48. Sarvaroga Chikitsa Ratnam
49, Sarvayoga Chikitsa Ratnam
50. Sharangdhara Samhita

51 Shodhala Nighantu

52. Siddha Bhaishajya Manimala
53 Siddha Yoga Samgraha
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54. Siva Tatva Ratnakara IT

55. Soopa Shastra of Mangarasa 111
56. Susena Nighantw Ayurveda Mahodadln
57. Sushruta Samhita

58. Vaidya Chintamani

59. Vaidyaka Chikitsa Sara

60. Vaidyaka Shabda Sindhu

61. Vasava Rajeeyam

62. Vidya Jiwan

63. Vishwanathchikitsa

64. Vrindachikitsa

65. Yoga Chintamani

66. Yoga Ratnakara

67. Yoga Tarangini

68. Yogaratna Samgraha

*Explanatory Note: Ingredients and recipes listed in the above original editions of authoritative books and those
authoritative texts written and published before 1940 shall be considered for approval as Aywrveda aahar. Ingredients
and recipes listed in appendix or annexure to the above authoritative texts in schedule A shall not be considered for
approval as Avurveda aahar.

Schedule B
Categories of Ayurveda Aahar and Regulatory requirements:
Sl Category Ingredients Health Safety study Experience/evidence of claim
benefits
1 2 3 4 5 6
Published Disease risk
literature reduction or
health benefit
claims

A Ayurveda Aahar | As per text of | As per text of | Not required Classical Pre-approval as
prepared in | authoritative | authoritative reference per FSSR
accordance to | books for | books for Required required.
Schedule A of | Ayurveda Ayurveda
FSSA/FSSR. Aahar of | Aahar of

Schedule A Schedule A

B Ayurveda Aahar as | Textual Text rational | Adequate data | Of ingredients | Pre-approval as
New recipe " | reference of on safety of the | / recipe as | per FSSR
ingredients from | authoritative new recipe or | described in | required.
schedule A, including | books for ingredient ayurvedic
other botanicals based | Ayurveda including authoritative
on Ayurveda dietetic | Aahar of Ame’s test, | texts and
principles (vizras. | Schedule A carcinogenecity. | published
gun. virya & vipak. | required teratogenecity scientific
karma etc.) as applicable literature

Bl | Ayurveda Aahar | As per text of | As per text of | Not required Required Pre-approval as
presented in a | authoritative | authoritative per FSSR
modified format or a | books for | books for required.
new format for | Ayurveda Ayurveda
consumption, different | Aahar of | Aahar of
from  the  format | Schedule A Schedule A
specified in
authoritative texts of
Schedule A
(see explanatory note
below)

B2 Ayurveda Aahar | As per text of | the specific | Additional Required Pre-approval as
intended for a health | authoritative | medical safety study per FSSR
benefit or as an | books for | purpose shall | data require to required.
adjuavant to provide | Ayurveda be clearly | support the
support  to  specific | Aahar of | specified specific medical
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disease. disorder mnot | Schedule A including the | purpose
specified in the target specified in the
authoritative texts in population target
Schedule A. such population
Ayurveda aahar shall
be food for specific
medical purposes
B3 Ayurveda Aahar | Aywrveda Required Additional Required of | Pre-approval as
fortified or with added | aahar as per safety data to | Ayurvedic per FSSR
botanicals specified in | recipes in support the | item required.
Schedule 4 of | Schedule A fortification or
Nutraceutical books, additions
regulations approved Required
food
mgredients in
FSSR.

Explanatory note 1: Mere adoption of the Ayurveda aahar format for suitability to offer it in pre-packaged condition
including format conversion for reconstitution prior to use does not constitute change in format.

Schedule C
List of additives

S.No. Food Additive or Group Maximum permitted Functional class
Level
L. Acacia gum 2% Thickener stabilizer
2. Tragacanth gum 2% Thickener stabilizer
3. Guar gum and its derivatives 2% Thickener stabilizer
4. Distilled oils of spices 2% Preservatives. flavouring
agent
5. Rose oil 1% Flavouring agent
6. Keora oil 0.5% Flavouring agent
7. Powders of cardamom and other spices 1% Flavouring agent,
colouring agent
8. Honey GMP* Sweetening agent
9. Jaggery GMP* Sweetening agent
10. Date syrup GMP* Sweetening agent
11. Mollasses 5% Sweetening agent
12. Starch and starch derivatives permitted in GMP* Emulsifier, stabilizer,
FSSR thickener
13. Nibu satva (citric acid) GMP* Acidulant and flavour
enhancer
14. Rosemary oil 1% Antioxidant

*Level basis scientific rationale
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Schedule D

Microbiological Standards for Ayurevda Aahar

Table 1A. Process Hygiene Criteria

*Should contain only the specified microorganism(s) at the level claimed on the label. The counts have to be determined uvsing methodology appropriate for the organisms. e.g. For
Lactic acid bacteria ISO 15214/1S 16068. for Bifidobacteria ISO29981

Table 1B. Food Safety Criteria

Sr. | Product description Aerobic Plate Count Yeast and Mould Count Enterobacteriacae count
No. (cfw/g or ml) (cf/g or ml) (cf/g or ml)

Sampling Limit Sampling plan | Limit Sampling plan | Limit

plan

n [ m M 1 c m M n c m M
1. Ayurveda aahar unprocessed and not for direct consumption 5 3 10° 10" |5 3 10° 10 5 3 10° 107
2. Aywrveda aahar for direct consumption 5 2 10* 10 5 2 10° 10° 5 2 10° 10
3. Ayurveda aahar fermented products* NA NA NA
4. Test Methods 1S: 5402/180:4833 IS: 5403/1S0O 21527 Part 1 and IS/ISO 7402/ ISO 21528 Part 2

Part 2

Note: In high value low volume (less than 100 g) and large retail pack (pack more than 1 kg) sizes, the sample plan may be modified (eg. absence of Salmonella in 10g or 5g in the
case of former or n number of samples to be taken from different sites of one large pack) accordingly on case to case basis with the prior approval of FSSAT

Sr. Product description Salmonella Listeria monocytogenes
No

Sampling plan | Limit Sampling plan | Limit

il \ c | m \ M n \ < \ m \ M
1. Avurveda aahar unprocessed and not for direct consumption NA NA
2. Ayurveda aahar for direct consumption 5 ‘ 0 | Absent/25g 5 ‘ 0 Absent/25g
3. Aywrveda aahar fermented products™® 5 o | Absent/25g 5 [0 Absent/25g
4. Test Methods 1S: 5887 Part3 / [SO:6579 1S: 14988, Part 1 /IS0 11290-1
Definition

Definition related to Ayurveda Aahar is as provided in Food Safety and Standards (Ayurveda Aahar) Regulations. 2020.
Stage where the Microbiological Standards shall apply:

The microbiological standards with respect to the products categories specified as Process Hygiene Criteria indicate the acceptable functioning of the production process. These are
not to be used as requirements for releasing the products in the market. These are indicative values above which corrective actions are required in order to maintain the hygiene of
the process in compliance with food law. These shall be applicable at the end of the manufacturing process. The Microbiological Standards as Food Safety Criteria define the
acceptability of a batch/lot and shall be met in respect of the products at the end of the manufacturing process and the products in the market during their shelf- life.
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